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of health inequality in society and for evaluating the overall impact of population 
health interventions on health inequality.
PRM155
Using stRUctURal EqUation ModEling to dEtEct REsPonsE shift and 
tRUE changE in hEalth-RElatEd qUality-of-lifE scoREs of BREast 
cancER PatiEnts aftER sURgERy
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Objectives: This study aimed to capture response shift and true change in 
health-related quality of life (HRQOL) scores of breast cancer patients after sur-
gery. MethOds: A data set from a prospective study to identify predictive factors 
of HRQOL (Taira N, Shimozuma K, et al: Breast Cancer Res Treat, 2011) was analyzed, 
which included HRQOL scores of physical well-being (PWB) and emotional well-
being (EWB) scales of the FACT-G in 191 female breast cancer patients during a 
two-year postoperative period (at baseline [1 month after surgery]), 6, 12, and 24 
months postoperatively). Oort’s structural equation modeling approach was used to 
investigate three aspects of response shift: (a) a change in the respondent’s internal 
standards of measurement (i.e., recalibration); (b) a change in the respondent’s 
importance of values (i.e., reprioritization) and (c) a redefinition of the target con-
struct (i.e., reconceptualization). Results: All three aspects of response shift were 
observed. Recalibration and reprioritization were occurred in three items of PWB 
(‘nausea’, ‘trouble with family’, ‘side effects’). Reconceptualization was observed 
from PWB to EWB in two items (‘nausea’ and ‘pain’) and from EWB to PWB in two 
items (‘sadness’ and ‘nervousness’). True change, which was calculated after adjust-
ment of response shift, was observed in PWB (the across occasion difference of 
common factor mean [alpha] = 0.238, P < 0.001) during first 6 months, and in PWB 
(alpha = 0.605, P < 0.001) and EWB (alpha = 0.234, P < 0.05) during first 12 months, 
while observed data analyses indicated statistically significant change in PWB and 
EWB during first 12 months. cOnclusiOns: Captured response shifts in this study 
may be affected by various pre- and post-operative events such as notification of 
cancer and/or received treatments. These results will help improve reliability of 
HRQOL measurements in a longitudinal study.
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factoRial invaRiancE of thE Whoqol-old acRoss gEndER, agE, and 
REsidEnt aREa in taiWan
Yao G., Chien C.C.
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Objectives: To examine the factor invariance of the WHOQOL-OLD across gender, 
age, and resident area for the old people in Taiwan. MethOds: Data were collected 
from 512 Taiwan elderly people (M = 76.2, SD = 7.5, ages ranged from 60 to 99) includ-
ing 177 males and 335 females. 232 aged from 60 to 75 and 279 aged from 76 to 99. 
334 live in the southern rural area and 176 live in the northern metropolitan area. 
To examine the factorial invariance of the WHOQOL-OLD, the sample was divided 
into two groups on different gender, age, and resident area. First, a baseline six-
factor model was tested for different gender, age, and resident area respectively. 
Second, multi-sample analysis was conducted across gender, resident area, and 
age. Specifically, equal constrains on factor loadings, error variances, and factor 
variances were imposed. Model comparisons by using Chi-square difference tests 
were conducted to examine the factor invariance across gender, age, and resident 
area. Results: Multi-sample analysis revealed that the factor loadings were invari-
ant across different gender, age, and resident area groups respectively. Besides, 
when imposing equal constrains on the factor loadings, item variances and factor 
variances, the model fit indices revealed that the only complete factor invariance 
model was across gender but not age and resident area groups. cOnclusiOns: This 
study suggests the underlying factor construct of the WHOQOL-OLD are similar to 
different degree across different gender, age, and resident area groups. We conclude 
that the WHOQOL-OLD is a practical measurement tool for different gender, age, 
and location groups for the old people in Taiwan.
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Objectives: Per ISPOR and FDA guidelines, conducting cognitive interviews during 
the linguistic validation of COAs is recommended to increase comprehension and 
conceptual equivalence between language versions. However, multiple methods are 
available to conduct cognitive interviews, partially enabled by the increased avail-
ability and ease of technology to facilitate the interviews. This poster will review the 
various methodologies that can be used to conduct cognitive interviews. MethOds: 
A review of cognitive interview methodologies from past projects as well as potential 
alternative methods was conducted, including: 1) in-person interviews, 2) telephone 
interviews, and 3) interviews via video conferencing. Consideration was given to 
ease of scheduling, cost, and quality/comphrensiveness of feedback. Results: Each 
methodology presented pros and cons, including: 1) in-person interviews enable the 
interviewer to gauge the respondent’s body language, signaling where he/she may 
be having difficulty with an item but are unable to verbalize feedback; however, the 
interviews are more costly and present organizational challenges (i.e. scheduling, 
travel, etc.); 2) telephone interviews enable easier scheduling of interviews and 
reduce cost, but do not allow the interviewer to gauge the body language of the 
respondent and respondents may not feel comfortable providing feedback over the 
telephone; 3) interviews via video conferencing may enable easier scheduling of 
interviews, allow an interviewer to gauge the body language of the respondent, and 
provide a lower-cost alternative, but the availability of the technology can present 
challenges in certain regions. cOnclusiOns: There are various ways of conduct-
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Objectives: To translate into Polish and adapt culturally DASH and QuickDASH out-
come measures. MethOds: We followed recommendations issued by Insitute for 
Work and Health (IWH, 2007). Two forward translations were made – by an informed 
(T1) and uninformed translator (T2). Discrepancies were discussed and resolved with 
participation of the third unbiased investigator and a synthesis of translations was 
produced (T12). Two native speakers, totally blind to the original version, translated 
back T12 version into English (BT1 and BT2). Eight experts: 2 orthopedic surgeons, 
physiotherapist, sworn translator, 2 English native speakers, psychologist and a 
Polish language specialist formed an Expert Committee (EC). Committee consoli-
dated all the versions, review all the translations and reached a consensus on any 
discrepancy found. Decisions were made to achieve semantic, idiomatic, experien-
tial and conceptual equivalence with the original version. Results: We report 65 
discrepancies raised by Expert Committee members and their solutions. The Polish 
pre-final versions of DASH and QuickDASH questionnaires, ready for pilot testing, 
were produced. Written reports from all stages of the process were submitted to the 
IWH Cross-Cultural Adaptation Review Committee for approval. cOnclusiOns: 
Numerous translation discrepancies were resolved by discussion by Expert 
Committee. The Polish pre-final versions of DASH and QuickDASH questionnaires 
were produced and used in pilot testing.
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Objectives: Functional Assessment of Cancer Therapy- General (FACT-G) was 
adapted to develop a disease specific subscale for pulmonary tuberculosis (PTB) 
patients in Iraq. The current study aimed to linguistically validate Functional 
Assessment of Chronic Illness Therapy- Tuberculosis (FACIT-TB) measurement 
scale into Arabic language and to produce a translated version which was con-
ceptually equivalent to the original U.S. English version for use in clinical practice 
and research. MethOds: The linguistic validation process comprised of general 
procedures derived from internationally accepted guideline for linguistic valida-
tion and cultural adaptation of FACIT measurement system; including 1) Forward 
translation, 2) Reconciliation, 3) Back translation, 4) Review, 5) Spelling and gram-
matical verification. Furthermore, the translated questionnaire was pretested at 
Thoracic and Respiratory Diseases Specialist Center in Baghdad, Iraq. Results: 
Issues encountered during the linguistic validation process of FACIT-TB into Arabic 
language pertained to linguistic and semantic nuance were resolved. Pretesting was 
completed in seven Arabic-speaking TB patients with a mean age of 40.14 years. In 
addition, respondent need about 15.35 minutes (range 10-20 minutes) to complete 
the questionnaire. In general, respondent reported no significant problem with 
understanding the content of the Arabic version of FACIT-TB. Furthermore, they 
reported no culturally-irrelevant item. The instrument was found to be compre-
hensible, clear and relevant to the value of PTB patients in Iraq. cOnclusiOns: 
Linguistic validation of FACIT-TB into Arabic language was completed according to 
a recognized and rigorous double-back translation method to achieve, to the great-
est degree possible, equivalence of meaning and measurement between the two 
different country versions. It will provide an additional parameter to evaluate the 
effectiveness of TB program for patients in Iraq. Health care providers in the national 
TB control program should make a judicious utilization of this instrument in help-
ing patients to cope with their illness and in predicting TB treatment outcomes.
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EstiMating thE social distRiBUtion of hEalth in England
Asaria M., Griffin S., Cookson R., Koh J.
University of York, York, UK
Objectives: To develop a model of quality adjusted life expectancy (QALE) in 
England and estimate the social distribution of both mortality and morbidity by 
socio-economic characteristics such as gender, ethnicity and deprivation. METHODS 
The 2011 wave of the Health Survey for England (HSE) is used to model EQ-5D as 
a function of gender, ethnicity, index of multiple deprivation and other relevant 
characteristics using appropriate regression techniques to account for the skewness 
of the EQ-5D distribution. Previous waves of the HSE are used to validate the model. 
ONS life tables and the ONS longitudinal study data are used to model life expec-
tancy as a function of the same characteristics. The two models are combined to give 
a multivariate prediction model for QALE as a function of these characteristics. This 
prediction model is combined with population level aggregate data on the key char-
acteristics and used to estimate a population QALE distribution. Results: There 
is a substantial social gradient in the health distribution as represented by QALE in 
England. The QALE differential between most and least disadvantaged fifths of the 
social distribution is 12 years, compared with a difference of 5 years in life expec-
tancy when morbidity differentials are not taken into account. cOnclusiOns: 
The QALE prediction model allows us to estimate quality adjusted life expectancy 
distributions for various subsets of the population, and shows that focusing on life 
expectancy alone substantially underestimates the degree of health inequality. Our 
model can be used both for obtaining a more accurate picture of the overall level 
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effect was the least important attribute in both datasets, the relative importance of 
the other attributes differed. All results differed by educational level. Estimated and 
observed choices showed higher correlation in the word dataset. cOnclusiOns: 
The presentation of the choice tasks by either using words or graphics influences 
study outcomes. The use of graphics to present attribute levels in choice tasks seems 
less preferred by respondents and showed a reduced validity. Besides extensive pilot 
testing, discussions about the presentation of the choice tasks should be included in 
the focus group stage of the designing process. Extensive research on respondents’ 
interpretation of choice tasks should be conducted to enable the formation of choice 
task presentation guidelines.
PRM161
siMilaRitiEs and diffEREncEs acRoss saME langUagE qUEstionnaiREs 
foR diffEREnt coUntRiEs: lingUistic validation of thE asthMa 
syMPtoM diaRy (asd) and kidnEy disEasE and qUality of lifE  
(kd-qol-36)
Neewoor S., Scharf L.
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Objectives: Prior to use in an international study, the Asthma Symptom Diary 
and Kidney Disease and Quality of Life underwent linguistic validation into over 
30 languages. This involved linguistic validation work on common languages tar-
geted for different countries via the forward / backward translations or adaptation 
steps and cognitive debriefing step. This study aims to investigate similarities and 
differences in the translation of key terms and wordings and determine potential 
patterns across groups of languages. MethOds: This investigation was carried out 
as follows: 1) Identification of key terms and words; 2) Collation and comparison of 
the translations across the same language versions; 3) Identification of similarities 
and differences; and 4) Review of discussions and issues from the translation pro-
cess. Results: The linguistic validation process was shown to be able to identify and 
resolve important cross-cultural differences. Key findings included the identifica-
tion of potential recurring translation issues between same language groups. Within 
the German, French and Spanish languages, technical terminology was translated 
alike whilst there were differences in the way non-technical, socially constructed 
wordings, emotions and symptoms were translated due to such factors as idiomatic 
formulations and cultural differences. Across the English languages, the text was 
simplified or elaborated as part of the adaptation process. Across the Russian and 
Chinese languages there were differences in the way technical and disease-specific 
terms were translated. cOnclusiOns: With the insight of the linguistic validation 
process, important differences were identified and resolved between technical terms 
and general wordings across same language groups. Cognitive debriefing is highly 
recommended and this will ensure appropriate comprehension across cultures and 
facilitate International comparison and pooling of data.
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Objectives: Photoguides are used as measures of treatment effect. To interpret 
the results, an understanding of what change is “enough” is required. The purpose 
of this study was to determine the Patient Detectable Difference (PDD) and Patient 
Relevant Difference (PRD) in scar severity using a discrete choice experiment with 
paired comparisons of scar photos via the internet. MethOds: Patients were asked 
to select the scar most like their own from a 5-photo photoguide as the referent. 
Each patient was then presented with a randomly selected scar from a scar library 
previously scored on severity by clinicians. For the PDD, patients were asked if the 
random scar was better, worse, or about the same. For the PRD, patients were asked 
if they would undergo treatment to “get” the random scar as opposed to keeping 
the referent scar. Each exercise was repeated five times. Optimal cutoff scores for 
PDD and PRD were based on a random intercept logistic model (RILM). Results: 
Using a series of RILM estimations across 514 participants, the PDD was calcu-
lated as 15.4 points on a 100-point scale (area under curve = 0.85, sensitivity = 
0.83, specificity = 0.73). In subgroup analyses by gender and scar source, the PDD 
ranged from 9.5 to 22.0 points. The replicate analysis adjusting for directionality 
of preference (improvement only) showed a PRD of 26.9 points (area under curve 
= 0.97, sensitivity = 0.90, specificity = 0.93), which ranged from 19.5 to 32.0 in the 
subgroups. cOnclusiOns: Results show that, as expected, scar patients report 
detectable differences in scar severity that are smaller than what they report as 
relevant differences necessary to choose treatment. The Internet-based approach 
using a discrete choice experiment is a novel method to quantify the threshold of 
detectable and relevant differences in scar severity using a photoguide.
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Objectives: Advances in understanding the neural underpinnings of intellectual 
disabilities (ID) such as fragile X syndrome (FXS) have led to clinical trials testing 
medications addressing disease-specific targets. Individuals with ID ought to have 
a voice in consenting for clinical trials, but the extent to which they are capable 
of doing so is unknown. We discuss the importance of involving individuals with 
ID in the consent process and report results from a study of parents’ perceptions 
of their child’s ability to consent. MethOds: A survey was conducted with 422 
families who had a child with FXS. Parents rated items assessing their child’s abil-
ing cognitive interviews during the linguistic validation process of COAs. Further 
research is required to develop industry guidelines to ensure that the interviews 
are able to achieve their purpose: garnering accurate and meaningful feedback from 
respondents in order to increase comprehension and cross-cultural equivalence of 
multiple language versions.
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dEfining standaRds of clinician qUalifications foR thE lingUistic 
validation of clinical oUtcoME assEssMEnts (coas)
Sweeney E., Nakonechny A.
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Objectives: As the linguistic validation of COA instruments often includes a review 
of medical terminology, it is important to confirm that the in-country clinician 
reviewer has sufficient qualifications to ensure quality as well as to elicit the highest 
level of conceptual equivalence in a linguistic validation project. This poster will 
consider each type of COA (Clinical Outcomes Assessment) and recommend guide-
lines for the qualifications of medical reviewers. MethOds: An examination was 
conducted of past linguistic validation projects involving an in-country review step 
with a medical professional. A review was completed of COAs (Clinician-Reported, 
Caregiver-Reported, as well as Patient-Reported questionnaires and diaries) within 
various therapeutic areas. This review also included an analysis of the specific 
background of each in-country clinician reviewer. Results: In the examination 
of linguistic validation projects that included a medical review step, it was deter-
mined that the experience level of clinician reviewers varied between projects. 
In an effort to standardize this step, a minimum experience requirement based 
on study needs and project type is proposed. cOnclusiOns: After a thorough 
review of past linguistic validation projects, it is suggested that an in-county clini-
cian reviewer should, at a minimum, encompass the following qualifications: 1) 
2+ years experience diagnosing and/or treating the patient population; 2) M.D. or 
relevant equivalent in the target country; 3) Native-language and/or advanced medi-
cal terminology training in the target language/country. Implementing minimum 
qualifications standards will help to ensure that an in-country medical reviewer 
will conduct a high-quality review for linguistically validated COAs.
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EvalUation of thE PsoRiasis aREa and sEvERity indEX (Pasi) as PatiEnt 
RElEvant oUtcoME in thE BEnEfit assEssMEnt of PsoRiasis thERaPiEs
Gutknecht M., Augustin M., Rustenbach S.J., Schäfer I.
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Objectives: Psoriasis vulgaris is one of the most frequent chronic diseases in der-
matology and can cause a high disease burden and reduction of quality of life. The 
severity of psoriasis is determined by the clinical parameter PASI (Psoriasis Area and 
Severity Index). It is the most often cited measurement to determine the efficacy of 
therapies. Since the assessment of patient relevant treatment benefit gains impor-
tance in treatment evaluation, the objective of the study was to test to what extent 
PASI improvements agree with patient relevant benefit parameter. MethOds: A 
multicenter longitudinal observational study was conducted in n = 218 patients with 
psoriasis vulgaris. Data collection took place at the beginning of psoriasis treatment 
and between three and eight weeks after treatment. In addition to PASI, physician 
and patient data were collected, e.g. socio-demographics, clinical features, derma-
tological quality of life (DLQI), and assessment of treatment. Results: Each level of 
PASI (50, 75, 90) showed relevant improvements in patient reported outcomes. The 
satisfaction with the treatment and the patient benefit was greater, the higher PASI 
was reached. This effect was not seen for DLQI. However, improvements were only 
significant for PBI for all levels of PASI. Furthermore, results showed that not only 
changes in PASI but also its absolute value at the end of treatment has an impact for 
the patient reported assessment of therapy. Values < 3 in comparison to < 5 resulted 
in better values of PBI and higher treatment satisfaction. cOnclusiOns: The clini-
cal reduction of the severity of psoriasis vulgaris correlates with the improvement 
of the quality of life and with the patient defined treatment benefit. However, the 
PASI does not completely reflect the patient relevant outcome in the benefit assess-
ment. Therefore, it is recommended to make additional elicitation of patient defined 
objectives and benefits in the evaluation of psoriasis therapies.
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Objectives: To test to what extent the presentation of choice tasks contrasting 
display in words or graphics, influences the attribute estimates, relative importance 
and participation probability and the conclusions drawn from a Discrete Choice 
Experiment (DCE). MethOds: A DCE questionnaire was sent to the parents of 
2,500 newborn babies aged 6 weeks at maximum. Each questionnaire contained 
two versions of the same 9 choice tasks, one in which the levels were presented in 
words, and one with graphic attribute levels. The DCE consisted of five attributes: 
vaccine effectiveness, frequency of severe side effects, protection duration, location 
of vaccine administration, out-of-pocket costs. Choice consistency was estimated, 
panel-mixed logit models were conducted to estimate the relative importance of 
the attributes and internal sample validation was calculated. Results: In total 13% 
answered consistent on all choice tasks, 19% answered inconsistently in one choice 
task, and 51% answered inconsistently in more than two choice tasks. Respondents 
who were presented with word choice tasks at first were significantly more consist-
ent compared to respondents that were presented with graphic choice tasks at first. 
Although out-of-pocket costs was the most important and frequency of severe side 
